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AMERICAN

Asthma Clinical Research Centers (ALA-ACRC)

asSSamTioN. CPAP for Asthma (CPAP)

18. When did you last spend a night in the
hospital because of breathing problems

10.

(check only one):

Never
Within the last year
Greater than one year ago

When did you last have an Intensive Care
Unit (ICU) admission because of an

asthma attack
(check only one):

Never
Within the last year
Greater than one year ago

E. Asthmatriggers

20.

21.

22.

23.

24.

25.

)
y

)
y

Do any of the following make your asthma wor se;

Respiratory infections (eg, cold):
Yes

No

Not sure

Irritants (eg, smoke, chemicals):

Yes
No
Not sure

Emotions (eg, crying, anger, etc):

Yes

No

Not sure

Drugs (eg, aspirin, NSAIDs,
beta-blockers, ACE-inhibitors):
Yes

No

Not sure

Food additives:

Yes
No
Not sure

Weather changes:

Yes
No
Not sure

ACRC-CPAP Form BA
Revision 1 (31 May 12)

)
2)
y

)
)
3)

)
2)
y

)
)
3)

26.

27.

28.

29.

30.

31

Participant ID:

Visit 1D: vV 1
Exercise:
Yes ()
No ( 2)
Not sure ( o
Cleaning supplies:
Yes ()
No ( 2)
Not sure ( )
Exposure to animals (check all that apply)
a. Cat: ( )
b. Dog: ( D
c. Rodent: ( D
d. Other (specify): ( )

animal

e. None: ( )
A particular season (check all that apply)
a. Winter: ( D
b. Spring: ( )
c. Summer: ( D
d. Fal: ( D
e. None: ( )
If male, skip to item 32.
Menstruation (premenstruation or
during menses):
Yes ()
No ( 2)
Not sure ( )
Affected in the past ( .
Not yet menstruating ( 9
Pregnancy:
Yes )
No (2
Not sure ( )
Never pregnant ( .

Baseline Asthma and Medical History
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AMERICAN

Asthma Clinical Research Centers (ALA-ACRC)

ASSGaiaTION. CPAPfor Asthma (CPAP)

F. Symptoms

. Cough - deep, chest, chronic:

. Sputum - phlegm or mucus while

coughing:

. Chest tightness - difficulty taking a

deep breath or pressure in the chest:

. Wheezy, whistling, or musical

sound in the chest:

. Shortness of breath:

. Nighttime symptoms - includes

waking from sleep, nighttime use of
albuterol, early morning chest
tightness:

G. Asthmatreatment history

a. Inhaled corticosteroids (eg, Beclovent,

Pulmicort, Flovent, etc):

Never

(
(

)
)

)

)

)
)

33. Over the past 3 months, on average, how often did
you use the following medications/therapies
specifically for treatment of asthma:

Combination medication:

Dall)_/ ( 2
2-6 times per week ( 2
1-4 times per month ( 2
Lessthan 1 time per month ( 2
Never ( o
. Inhaled steroidal combination medications
for asthma (eg, Advair, Symbicort):
Daily ( 9
2-6times per week (
1-4 times per month ( 9
Lessthan 1 time per month ( 2
Never ( o
Combination medication:
specify
. Non-steroidal combination medications
for asthma (eg, Combivent):
Daily ( 9
2-6times per week (
1-4 times per month ( 9
Lessthan 1 time per month ( 2
Never ( 9

specify

ACRC-CPAP Form BA
Revision 1 (31 May 12)

Oncea
month

(
(

2)
2)

2)

2)

2)
2)

Participant 1D:

Visit ID: Vv 1

32. Ingenerd, over the last 3 months, how often did you have the following symptoms:

1-2times 3-6times
per week  per week

Daily
( 3 ( 4 ( o
( 3 (4 ( o
( 3 ( 4 ( o
( 9 (4 ( o

(3 (9 (9
(3 (4 (9

. Ord anti-leukotriene (eg, Sngulair,

Accolate, Zyflo):

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

(eg, Atrovent, Spiriva):
Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

. Inhaled short-acting beta-agoni st

bronchodilators (eg, Albuteral,

Twicea
day or
more

( o
(o

NN AN AN

. Inhaled anticholinergic bronchodilators

NSNS AN

Proventil, Ventolin, Maxair, Xopenex, etc):

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

. Inhaled long-acting beta-agonist

NN AN AN

bronchodilators (eg, Serevent, Foradil):

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

NSNS AN

Baseline Asthma and Medical History
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AMERICAN

Asthma Clinical Research Centers (ALA-ACRC)

asSSamToN. CPAP for Asthma (CPAP)

h. Cromolyn sodium/nedocromil (eg, Intal,

NasalcromVAlocril, Tilade):
Daily
2-6 times per week
1-4 times per month
Lessthan 1 time per month
Never

NN NN N

i. Oral beta-agonist (eg, Proventil repetabs):

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

j- Methylxanthines (eg, theophylline):

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

k. Oral corticosteroid (eg, prednisone pills

or liquid):
Daily
2-6 times per week
1-4 times per month
Lessthan 1 time per month
Never

I. Omalizumab (Xolair):

2 times per month

1 time per month

Lessthan 1 time per month
Never

m. Steroid injections:
Daily
2-6 times per week
1-4 times per month
Lessthan 1 time per month
Never

ACRC-CPAP Form BA
Revision 1 (31 May 12)

NN NN NN NN N NN NN N NN NN N

NN NN N

Participant ID:

vV 1

Visit ID:

n. Acupuncture;

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

0. Allergy shots:

1 or more times per week
1-3 times per month
Lessthan 1 time per month
Never

p. Chiropractic treatments:

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

g. Herbal or natural treatments, vitamins,

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

r. Other asthma treatment:

Daily

2-6 times per week

1-4 times per month
Lessthan 1 time per month
Never

Asthma treatment:

NN NN N NN NN N NN NN NN NN N

NN NN N

specify

Baseline Asthma and Medical History
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Participant ID:

:‘: american Asthma Clinical Research Centers (ALA-ACRC)
ASSOCIATION: CPAP for Asthma (CPAP)

vV 1

Visit ID:
H. Cigarette smoking history J. General medical conditions

34. Smoking status (check only one): 40. Do you have now or have you had during

Former () the last year any of the medical
1 conditions from the following list
Never (fewer than 20 packsin lifetime) ( ) Yes No
Ee a. COPD: () ()
35. How many yearsin total did you smoke (years; b. Gastroesophageal reflux: () (2
use decimal value for less than 1 year): c. Eczema: ( 1) ( 2)
d. Hay fever or adlergic rhinitis:( ) ( )
years e. Food allergies: ( ) ( )
36. On average, how many packs of f. Other allergies: ( D ( .
cigarettes per day did you smoke:
- specify
# of packs
g. Cancer

37. Total number of pack-years (pack-years = years (other than skin cancer): () (2

smoked times number of packs per day; multiply
item 35 x item 36):

specify
ek yes h. Endocrine disease! () ( .
_ i. Thyroid disease: () ( .
I. Current smoking exposure j.. Coronary artery disease: () ()
38. Areyou exposed to second hand smoke k. Congestive heart failure: () ( .
in your home or work place:
Yes No |. Stroke: ( ) ( )
() (2 m. Severe hypertension: () ( .
39. Do you frequently go places other than n. Diabetes mellitus: ( D ( )
your home or work place where you are
exposed to second hand smoke: If Yes, specify Typel (juvenile) or Typell (adult
Yes No onset):
(G I O
specify
0. Renal failure: (2 ()
p. Liver disorders: () ( )
g. Immunodeficiency states: () ( )
r. Major neuropsychiatric
disorder: () ()
s. Glaucoma or any other condition
leading to an increasein
intraocular pressure: () ( )
t. Sleep disorder: ( D ( )

specify

ACRC-CPAP Form BA
Revision 1 (31 May 12)

Baseline Asthma and Medical History
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american Asthma Clinical Research Centers (ALA-ACRC)
ASSOCIATION: CPAP for Asthma (CPAP)

41. Are you on hormone replacement therapy

42.

43.

45,

46.

47.

or had an ovariectomy (if male skip thisitem):

Yes No
() ()
Do you have any conditions related to
alergies (check all that apply)
a. Nasal polyps: ( )
b. Runny nose: ( D
c. Nasal congestion: ( )
d. Sinusinfections: ( D
e. Other (specify): ( )
condition
f. None: ( D
Have you had sinus surgery:
Yes No
(G I
. Do you have any of the following
conditions (check all that apply)
a. Vocal cord dysfunction: ( D
b. Anxiety: ( D
c. Depression: ( )
d. Hyperventilation syndrome: ( D
e. Panic attacks: ( )
f. None: ( D
K. Health and development questions
Do you have a history of asthmain your
blood relatives (parents, brothers/sisters,
or children):
Yes )
No (2
Don't know ( )
Have you ever been diagnosed with sleep
apnea:
Yes No
() (.
Do you use Continuous Positive Airway
Pressure (CPAP) or Bilevel Positive
Airway Pressure (BiPAP):
Yes No
Q) R G

ACRC-CPAP Form BA
Revision 1 (31 May 12)

49,

50.

51.

52.

53.

55.

56.

Participant ID:

Visit 1D vV 1

. Have you ever been told you snore:

Yes No

(G I O

Has anyone ever noticed that you stop
breathing during your sleep:

Yes No
() ()
Do you often take naps during the day:
Yes No
() ()
What was your birthweight (check only one):
More than or equal to 5 Ibs 8 ozs ( )
Lessthan 5 Ibs 8 ozs ( .
Unknown ( o

What was (is) your approximate weight
at the age of 18 years (skip this question if
less than 18 years):

pounds
What was your age of first menstrual
period (answer a, b, or )
a. Age:
years
b. Don’t know ( )
c. Not applicable ( D
. Waist circumference (measured; enter only
aor b):
a. Inches:
inches
b. Centimeters:
centimeters

Hip circumference (measured; enter only a or b):

a. Inches:

inches

b. Centimeters:

centimeters

Neck circumference (measured; enter only a or b)

a. Inches:
inches
b. Centimeters:
centimeters
Baseline Asthma and Medical History
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:‘: american Asthma Clinical Research Centers (ALA-ACRC)
ASSOCATION: CPAP for Asthma (CPAP)

L. Background information

57.

58.

59.

60.

61.

What is your relationship to the
participant (check only one):

Self (2
[60]—!
Mother ( .
Father ( o
Grandmother ( .
Grandfather ( 2
Other relative (specify) ( o
relationship
Not related (specify) (.
relationship
Are you the participant’s primary
caregiver:
Yes No
(o ()
Does the child (participant) live with you
more than half the time:
Yes No
(G I G
What is your current marital status
(check only one):
Married ( )
Single, living with significant other ( .
Single, not living with significant other ( o
Separated ()
Divorced ( 2
Widowed ( o

What is your occupation:

specify

ACRC-CPAP Form BA
Revision 1 (31 May 12)

Participant ID:

vV 1

Visit ID:

62. Household

For these questions, household refersto wherethe
participant currently lives most of the time.

a. How many adultslive in your/the

child’'s home:
number
b. How many children live in your/the
child’s home:
number

¢. Which of the following categories best
describes the total income for the last
year for the household where you/the

child lives (please include income
fromall sources such as wages,
public assistance or investments;
check only one):

Less than $14,999 ()
$15,000 - 21,999 ()
$22,000 - 43,999 ()
$44,000 - 60,000 ()
More than $60,000 (9
Don't know ( e)
Refused to answer ( 7)

63. Educational attainment

For adult participants complete only item 63a.
For child participants compl eteitems63b and 63c.

a. Ask adult participant: ‘““What is the
highest level of education you have
COMPLETED'’; check only one and
skip to item 64:
Eighth grade or less ( )

More than 8th grade, but not a high

school graduate ( .
High school graduate or equivalent ()
Some college (
Graduate of two-year college or

technical school ( 2
Graduate of four year college ( o
Post-graduate studies (.
Refused to answer ( o

Baseline Asthma and Medical History
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AME Asthma Clinical Research Centers (ALA-ACRC)
ASSOCATION: CPAP for Asthma (CPAP)

b. Ask child’s parent/caregiver: *‘What

isthe highest level of education the

child’s primary car egiver

COMPLETED"’ (check only one)
Eighth grade or less

More than 8th grade, but not a high
school graduate

High school graduate or equivalent
Some college

Graduate of two-year college or
technical school

Graduate of four year college
Post-graduate studies

Don't know

Refused to answer

c. Ask child’s parent/caregiver: *“What

isthe highest level of education the
head of the household of the child's

home COMPLETED"’ (check only one)

(

(
(
(

NN NN N

64. What

Respondent is both primary caregiver

and head of household

Eighth grade or less (
More than 8th grade, but not a high
school graduate (
High school graduate or equivalent  (
Some college (

Graduate of two-year college or
technical school

(
Graduate of four year college (
Post-graduate studies (
Don't know (
Refused to answer (

is your/the child’s source of health

insurance (check only one):

Private Insurance (eg, Blue Cross/Blue Shield
or other insurance purchased by you or your
employer)

Public Insurance (eg, Medicaid,S-CHIP,

paid for by government)
Self-Pay (No health insurance)
Don’t know

Other

ACRC-CPAP Form BA
Revision 1 (31 May 12)

AN NN N

)

2)
y
%)
)

Participant ID:

vV 1

Visit ID:

65. How do you pay for your/the child's
prescription drugs (check only one):

Out of pocket (pay entire amount with own

money) ()
Co-pay (insurance pays some and family

pays the rest) ()
Pay nothing (insurance pays for all cost of

prescriptions) (
Don't know ( )
Other ( 2

M. Administrative infor mation

66. Date form reviewed:

day mon year

67. Clinic coordinator PIN:

68. Clinic coordinator signature (do not key):

Baseline Asthma and Medical History
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% fygwean  Asthma Clinical Research Centers (ALA-ACRC)
ASSOCIATION: DA P for Asthma (CPAP)

C PA P Reference #:

Nitric Oxide Form

When: V2,V6, V7.

Purpose: To record the fractional concentration of exhaled nitric oxide (eNO) in exhaled breath.

Instructions: Study participant should not eat or drink anything for 1 hour before the test. eNO to be measured
prior to or one hour after spirometry. Record eNO results on thisform. 1f result of eNO islessthan 5 ppb, en-
ter “000"". Key into CPAP data system at www.cctrials.org/alaacrc within 10 working days.

A. Clinical center, participant and visit
identification

1. Clinical center ID:

2. Participant I1D:

3. Name code;

4. Date eNO performed:

day mon year

5. Visit ID:

6. Form version date:

1 2-J U N-1 2

day mon year

B. Procedure

7. Confounders (check only one for each subitem)

a. Did participant have a spirometry test
in the hour before eNO testing:

Yes ()
No ()
Don’t know ( )
b. Did participant eat or drink anything
in the hour before eNO testing:
Yes ()
No (2
Don’t know ( )
c. Did participant do any strenuous
exercise in the hour before eNO
testing:
Yes ()
No ()
Don't know ( o

ACRC-CPAP Form NO
Revision 1 (12 Jun 12)

8.

10.

11

12.

d. Did participant use a bronchodilator in
the 2 hours before eNO testing:

Yes )
No )
Don’'t know ( )
e. Does participant have an upper and/or
lower respiratory tract infection:
Yes ()
No ()
Don’t know ( )

Oral/inhaled corticosteroid use

a. Did participant use oral/inhaled
corticosteroids today:
Yes No
(G I G

[9]—
b. Time most recently used:
: () ()
hour minute am pm
. Result of daily quality control test for
NIOX MINO:
Pass Fail
() ()

Date participant eNO measured (read off the
NIOX MINO device):

day mon year

Time participant eNO measured (read off the
NIOX MINO device):

(o (2

hour minute am pm

Participant eNO test results for the NIOX
MINO

a. Test one:

ppb

b. Test two:

ppb

Nitric Oxide Form

lof 2
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AMERICAN

AME Asthma Clinical Research Centers (ALA-ACRC)
ASSOCIATION: CPAP for Asthma (CPAP)

CPAP

Reference #:

Unmasking

Purpose: Record unmasking of study treatment.
When: V7 or when study treatment is unmasked.

Instructions: Key into CPAP data system at www.cctrials.org/alaacrc within 10 working days.

A. Clinical center, participant and visit
identification

1. Clinical center:

2. Participant I1D:

3. Name code:

4. Date of report:

day mon year
5. Visit ID:
Indicate ““N'" as visit ID if not associated with a
scheduled visit.

6. Form version date:

2 9 - A U G-1 2

day mon year
B. Unmasking
7. ID of study kit issued:
P -
8. Date unmasked:
day : mon : year
9. Type of unmasking (check only one):
Unscheduled unmasking (before V6) ( D
Unscheduled unmasking (between V6
and V7) ( ,
Scheduled unmasking at end of trial
(at \/7) ()
[z}

Reminder: Treatment Termination (TT) formto be
completed if treatment has been terminated.

ACRC-CPAP Form UM
Revision 1 (29 Aug 12)

10. Reason for unscheduled unmasking (specify):

11. Treatment assignment revealed from
(check only one):

Standard unmasking envelope ( D

Sudy kit ID on treatment unmasking envelope:

Web emergency unmasking site ( )

DCC ()

Other (specify) ()
identify method

12. Were any CPAP staff intentionally
unmasked:
Yes No

(D ()
_l

13. CPAP staff member(s) unmasked (specify):

C. Administrative information

14. Date form reviewed:

day mon

15. Clinic coordinator PIN:

16. Clinic coordinator signature:

Unmasking
lofl
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